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4 The security risk assessment of the entity 
and the individual who owns or controls such 
entity may be waived for Federal, State, or 
local governmental agencies. 

5 Any change in ownership or control of an 
entity will require a security risk assess-
ment for the new individual(s) who owns or 
controls the entity. 

official, who may act for the respon-
sible official when he/she is unavail-
able. This individual must have the au-
thority and control to ensure compli-
ance with the regulations when acting 
for the responsible official. This indi-
vidual will also be subject to a security 
risk assessment by the Attorney Gen-
eral as part of registration. 

§ 331.6 Registration; general provi-
sions. 

(a) Unless exempted under this part, 
an individual or entity shall not pos-
sess, use, or transfer any agent or toxin 
listed in § 331.3 without a certificate of 
registration issued by APHIS. 

(b) A certificate of registration may 
be issued upon: 

(1) Approval of the responsible offi-
cial; the alternate responsible official, 
where applicable; the entity; and, 
where applicable, the individual who 
controls the entity following a security 
risk assessment by the Attorney Gen-
eral; 4 and 

(2) Approval of the containment and 
security of the entity. The entity’s 
containment and security procedures 
must be commensurate with the risk of 
the agent or toxin, given its intended 
use. APHIS will review the Biocontain-
ment and Security Plan, and may in-
spect and evaluate the premises and 
records to determine compliance with 
the regulations and the containment 
and security requirements; and 

(3) A determination by the Adminis-
trator that the individual or entity 
seeking to register has a lawful pur-
pose to possess, use, or transfer such 
agents or toxins. 

(c) A certificate of registration will 
be valid for only the specific agents or 
toxins listed on the certificate and spe-
cific activities and locations. A certifi-
cate of registration may cover more 
than one listed agent or toxin, and it 
may be amended to cover additional 
listed agents or toxins. 

(d) A certificate of registration may 
be amended to reflect changed cir-
cumstances (e.g., replacement of the 
responsible official, changes in owner-

ship or control of the entity,5 changes 
in the activities involving the agent or 
toxin). The responsible official must 
immediately notify APHIS of such 
changes in circumstances that occur 
after submission of the application for 
registration or after receipt of a cer-
tificate of registration. 

(e) If a responsible official wishes to 
discontinue possessing, using, or trans-
ferring a particular agent or toxin, the 
responsible official may inactivate the 
agent or toxin or he/she may transfer 
the agent or toxin to a registered indi-
viduals or entities in accordance with 
§ 331.12. The responsible official must 
notify APHIS 5 business days prior to 
the planned inactivation so that we 
may have the opportunity to observe 
the inactivation of the agents or tox-
ins. We will notify the responsible offi-
cial if we wish to observe the inactiva-
tion of the agents or toxins. 

(f) A certificate of registration will 
be valid for a maximum of 3 years. 

§ 331.7 Denial, revocation, or suspen-
sion of registration. 

(a) APHIS may deny an application 
for registration or revoke registration 
if: 

(1) The Attorney General identifies 
the responsible official, entity, or the 
individual who owns or controls the en-
tity as within any of the categories de-
scribed in 18 U.S.C. 175b; or 

(2) The Attorney General identifies 
the responsible official, entity, or the 
individual who owns or controls the en-
tity as reasonably suspected by any 
Federal law enforcement or intel-
ligence agency of: 

(i) Committing a crime set forth in 18 
U.S.C. 2332b(g)(5); or 

(ii) Knowing involvement with an or-
ganization that engages in domestic or 
international terrorism (as defined in 
18 U.S.C. 2331) or with any other orga-
nization that engages in intentional 
crimes of violence; or 

(iii) Being an agent of a foreign 
power as defined in 50 U.S.C. 1801; or 

(3) The responsible official does not 
have a lawful purpose to possess, use, 
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